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SECOND RULE 132 DECLARATION 

My name is Dr. Lenard M. Lichtenberger and I am over 18 years of age and am the 
inventor of this application. I am submitting this declaration to provide the Examiner with 
information relating to the co-administration of an intravenously administered NSAID and 
an orally administered bisphosphonate. 

I declare as follows: 

A technician under my supervision compared the GI toxicity of a systemically 
administered NSAID and an orally administered bisphosphonate. The results show a 
dramatic synergistic increase in the GI toxicity of either the NSAID or the bisphosphonate 
when the two are co-administered. The data additionally shows that the inclusion of a 
composition of the above-identified application does reduce the synergistic increase in GI 
toxicity, but does not bring the toxicity down to the levels of the NSAID alone or the 
bisphosphonate alone. This data shows just how unpredictable combinations of even well 
known pharmaceuticals can be. An ordinary artisan would not have expected such an 
adverse response from a simple co-administered or combination of two well known 
pharmaceuticals. These types of results are certainly not uncommon in the Pharmaceutical 



industry. In fact, it is very difficult to predict combinational or co-administered drug 
interactions a priori, which I feel greatly weakens the Examiner's obviousness arguments. 

I hereby declare that all statements made of my own knowledge are true and that all 
statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that willful false statements and the like so made 
are punishable by fine or imprisonment, or both, under 18 U.S.C. § 1001 and that such 
willful false statements may jeopardize the validity of the application or any patent issued 
thereon. 

Date: October 7, 2003 Respectfully submitted. 
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